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(f) Each registered manufacturer, dis-
tributor, importer, exporter, narcotic 
treatment program and compounder 
for narcotic treatment program shall 
maintain inventories and records of 
controlled substances as follows: 

(1) Inventories and records of con-
trolled substances listed in Schedules I 
and II shall be maintained separately 
from all of the records of the reg-
istrant; and 

(2) Inventories and records of con-
trolled substances listed in Schedules 
III, IV, and V shall be maintained ei-
ther separately from all other records 
of the registrant or in such form that 
the information required is readily re-
trievable from the ordinary business 
records of the registrant. 

(g) Each registered individual practi-
tioner required to keep records and in-
stitutional practitioner shall maintain 
inventories and records of controlled 
substances in the manner prescribed in 
paragraph (f) of this section. 

(h) Each registered pharmacy shall 
maintain the inventories and records of 
controlled substances as follows: 

(1) Inventories and records of all con-
trolled substances listed in Schedule I 
and II shall be maintained separately 
from all other records of the pharmacy. 

(2) Paper prescriptions for Schedule 
II controlled substances shall be main-
tained at the registered location in a 
separate prescription file. 

(3) Inventories and records of Sched-
ules III, IV, and V controlled sub-
stances shall be maintained either sep-
arately from all other records of the 
pharmacy or in such form that the in-
formation required is readily retriev-
able from ordinary business records of 
the pharmacy. 

(4) Paper prescriptions for Schedules 
III, IV, and V controlled substances 
shall be maintained at the registered 
location either in a separate prescrip-
tion file for Schedules III, IV, and V 
controlled substances only or in such 
form that they are readily retrievable 
from the other prescription records of 
the pharmacy. Prescriptions will be 
deemed readily retrievable if, at the 
time they are initially filed, the face of 
the prescription is stamped in red ink 
in the lower right corner with the let-
ter ‘‘C’’ no less than 1 inch high and 
filed either in the prescription file for 

controlled substances listed in Sched-
ules I and II or in the usual consecu-
tively numbered prescription file for 
noncontrolled substances. However, if a 
pharmacy employs a computer applica-
tion for prescriptions that permits 
identification by prescription number 
and retrieval of original documents by 
prescriber name, patient’s name, drug 
dispensed, and date filled, then the re-
quirement to mark the hard copy pre-
scription with a red ‘‘C’’ is waived. 

(5) Records of electronic prescrip-
tions for controlled substances shall be 
maintained in an application that 
meets the requirements of part 1311 of 
this chapter. The computers on which 
the records are maintained may be lo-
cated at another location, but the 
records must be readily retrievable at 
the registered location if requested by 
the Administration or other law en-
forcement agent. The electronic appli-
cation must be capable of printing out 
or transferring the records in a format 
that is readily understandable to an 
Administration or other law enforce-
ment agent at the registered location. 
Electronic copies of prescription 
records must be sortable by prescriber 
name, patient name, drug dispensed, 
and date filled. 

(Authority: 21 U.S.C. 821 and 871(b); 28 CFR 
0.100) 

[36 FR 7790, Apr. 24, 1971, as amended at 36 
FR 13386, July 21, 1971. Redesignated at 38 FR 
26609, Sept. 24, 1973, and amended at 39 FR 
37985, Oct. 25, 1974; 45 FR 44266, July 1, 1980; 
47 FR 41735, Sept. 22, 1982; 51 FR 5320, Feb. 13, 
1986; 62 FR 13959, Mar. 24, 1997; 70 FR 25466, 
May 13, 2005; 75 FR 10677, Mar. 9, 2010; 75 FR 
16306, Mar. 31, 2010] 

§ 1304.05 Records of authorized cen-
tral fill pharmacies and retail phar-
macies. 

(a) Every retail pharmacy that uti-
lizes the services of a central fill phar-
macy must keep a record of all central 
fill pharmacies, including name, ad-
dress and DEA number, that are au-
thorized to fill prescriptions on its be-
half. The retail pharmacy must also 
verify the registration for each central 
fill pharmacy authorized to fill pre-
scriptions on its behalf. These records 
must be made available upon request 
for inspection by DEA. 
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(b) Every central fill pharmacy must 
keep a record of all retail pharmacies, 
including name, address and DEA num-
ber, for which it is authorized to fill 
prescriptions. The central fill phar-
macy must also verify the registration 
for all retail pharmacies for which it is 
authorized to fill prescriptions. These 
records must be made available upon 
request for inspection by DEA. 

[68 FR 37410, June 24, 2003] 

§ 1304.06 Records and reports for elec-
tronic prescriptions. 

(a) As required by § 1311.120 of this 
chapter, a practitioner who issues elec-
tronic prescriptions for controlled sub-
stances must use an electronic pre-
scription application that retains the 
following information: 

(1) The digitally signed record of the 
information specified in part 1306 of 
this chapter. 

(2) The internal audit trail and any 
auditable event identified by the inter-
nal audit as required by § 1311.150 of 
this chapter. 

(b) An institutional practitioner 
must retain a record of identity proof-
ing and issuance of the two-factor au-
thentication credential, where applica-
ble, as required by § 1311.110 of this 
chapter. 

(c) As required by § 1311.205 of this 
chapter, a pharmacy that processes 
electronic prescriptions for controlled 
substances must use an application 
that retains the following: 

(1) All of the information required 
under § 1304.22(c) and part 1306 of this 
chapter. 

(2) The digitally signed record of the 
prescription as received as required by 
§ 1311.210 of this chapter. 

(3) The internal audit trail and any 
auditable event identified by the inter-
nal audit as required by § 1311.215 of 
this chapter. 

(d) A registrant and application serv-
ice provider must retain a copy of any 
security incident report filed with the 
Administration pursuant to §§ 1311.150 
and 1311.215 of this chapter. 

(e) An electronic prescription or 
pharmacy application provider must 
retain third party audit or certifi-
cation reports as required by § 1311.300 
of this chapter. 

(f) An application provider must re-
tain a copy of any notification to the 
Administration regarding an adverse 
audit or certification report filed with 
the Administration on problems identi-
fied by the third-party audit or certifi-
cation as required by § 1311.300 of this 
chapter. 

(g) Unless otherwise specified, 
records and reports must be retained 
for two years. 

[75 FR 16306, Mar. 31, 2010] 

INVENTORY REQUIREMENTS 

§ 1304.11 Inventory requirements. 

(a) General requirements. Each inven-
tory shall contain a complete and accu-
rate record of all controlled substances 
on hand on the date the inventory is 
taken, and shall be maintained in writ-
ten, typewritten, or printed form at 
the registered location. An inventory 
taken by use of an oral recording de-
vice must be promptly transcribed. 
Controlled substances shall be deemed 
to be ‘‘on hand’’ if they are in the pos-
session of or under the control of the 
registrant, including substances re-
turned by a customer, ordered by a cus-
tomer but not yet invoiced, stored in a 
warehouse on behalf of the registrant, 
and substances in the possession of em-
ployees of the registrant and intended 
for distribution as complimentary sam-
ples. A separate inventory shall be 
made for each registered location and 
each independent activity registered, 
except as provided in paragraph (e)(4) 
of this section. In the event controlled 
substances in the possession or under 
the control of the registrant are stored 
at a location for which he/she is not 
registered, the substances shall be in-
cluded in the inventory of the reg-
istered location to which they are sub-
ject to control or to which the person 
possessing the substance is responsible. 
The inventory may be taken either as 
of opening of business or as of the close 
of business on the inventory date and 
it shall be indicated on the inventory. 

(b) Initial inventory date. Every person 
required to keep records shall take an 
inventory of all stocks of controlled 
substances on hand on the date he/she 
first engages in the manufacture, dis-
tribution, or dispensing of controlled 
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